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Application Papers 
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Application/Control Number: 1 0/070, 1 34 Page 2 

Art Unit: 1645 

DETAILED ACTION 

Applicants preliminary amendment filed March 4, 2002 has been received and 
entered. Accordingly, claims 1-15 are pending in the instant application. 

Claim Objections 

1 . Claims 1 2-1 3 are objected to because of the following informalities: As set forth 
in MPEP 608.01 (m) "Each claim begins with a capital letter and ends with a period. 
Periods may not be used elsewhere in the claims except for abbreviations." 
Appropriate correction is required. 

2. Claim 5 is objected to because of the following informalities: As set forth 37 CFR 
1 .822, a sequence that is made up of one or more noncontiguous segments, shall be 
presented as a separate sequence. Applicants attempt to recite that four nucleotides 
are inserted into a single wild card site requires a separate SEQ ID TAG. Appropriate 
correction is required. 

3. The abstract of the disclosure is objected to because it contains legal 
phraseology e.g., "said." Correction is required. See MPEP § 608.01(b). 



Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 
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Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

4. Claims 1-3, 5-6, 10 and 14-15 are rejected under 35 U.S.C. 101 because the 
claimed invention is directed to non-statutory subject matter. 

Claims 1-3, 5-6, 10 and 14-15 are directed to polynucleotides which have the 
same characteristics and utility as polynucleotides found naturally and therefore does 
not constitute as patentable subject matter. 

In the absence of the hand of man, naturally occurring products are considered 
non-statutory subject matter. Diamond v. Chakrabartv , 206 USPQ 193 (1980). Mere 
purity of naturally occurring product does not necessarily impart patentability. Ex parte 
Siddiaui 156 USPQ 426 (1966). However when purity results in new utility, patentability 
is considered. Merck Co. V. Chase Chemical Co . 273 F. Supp 68 (1967). See also 
American Wood v. Fiber Disinterqrating Co. , 90 US 566 (1974); American Fruit Growers 
v. Brogdex Co. 283 US 1 (1 931 ); Funk Brothers Seed Co. V. Kalo Innoculant Co. 33 US 
127 (1948). Filing of evidence of a new utility imparted by the increased purity of the 
claimed invention and amendment to the claims to recite the essential purity of the 
claimed products is suggested to obviate this rejection. For example, "An isolated 
oligonucleotide..." 

Claim Rejections - 35 USC § 112 

5. Claims 1-15 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a written 
description rejection. 
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Claims 1-15 recite an oligonucleotide "comprising" a sequence of at least 12 
consecutive nucleotide motifs of SEQ ID NO: 1-4.. 

The specification and claims do not indicate what distinguishing attributes are 
shared by the members of the genus. Thus, the scope of the claims includes numerous 
structural variants, and the genus is highly variant because a significant number of 
structural differences between genus members is permitted. Since the disclosure fails 
to describe the common attributes or characteristics that identify members of the genus, 
and because the genus is highly variant, a "oligonucleotide comprising a sequence of at 
least 12 consecutive nucleotide motifs of SEQ ID NO: 1-4" alone is insufficient to 
describe the genus. One of skill in the art would reasonably conclude that the 
disclosure fails to provide a representative number of species to describe the genus. 
Thus, applicant was not in possession of the claimed genus. 

Specifically, since Applicants SEQ ID NUMBERS 1-4 are fragments of a full 
length gene (i.e., 17-21 nucleotides in length and lack a reading frame with both a start 
and stop codon), the written description requirement is only fulfilled for the described 
fragment, i.e., "consisting of." Since additional amino acids N' or C will have a profound 
impact on the activity of the encoded protein. 

Furthermore, Applicants claim 14 attempts to claim a probe specific for a species 
of bacteria, based solely on a method of amplification with a primer. The identity of this 
probe is not adequately described. 

Adequate written description requires more than a mere statement that it is part 
of the invention and a reference to a potential method of isolating it. The protein itself is 
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required. See Fiers v. Revel, 25 USPQ 2d 1601 at 1606 (CAFC 1993) and Amgen Inc. 
V. Chugai Pharmaceutical Co. Lts., 18 USPQ2d 1016. 

Vas-Cath Inc. V. Mahurkar, 19 USPQ2d 111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description* inquiry, whatever is now claimed." The specification does not 
"clearly allow persons of ordinary skill in the art to recognize that [he or she] invented 
what is claimed." 

Applicant is reminded that Vas-Cath make clear that the written description 
provision of 35 USC 1 12 is severable from its enablement provision. 

Furthermore, in The Regents of the University of California v. Eli Lilly (43 
USPQ2d 1398-1412), the court held that a generic statement which defines a genus by 
only their functional activity does not provide an adequate written description of the 
genus. The court indicated that while Applicants are not required to disclose every 
species encompassed by a genus, the description of a genus is achieved by the 
recitation of a representative number of DNA molecules, usually defined by a nucleotide 
sequence, falling within the scope of the claimed genus. At section B(1), the court 
states that "An adequate written description of a DNA... requires a precise definition, 
such as by structure, formula, chemical name, or physical properties, not a mere wish or 
plan for obtaining the claimed chemical invention." 

Applicants are directed to the Revised Interim Guidelines for the Examination of 
Patent Applications Under the 35 U.S.C. 112, 1 "Written Description" Requirement, 
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Federal Register, Vol. 64, No. 244, pages 71427-71440, Tuesday December 21, 1999. 

6. Claim 15 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a DNA probe, does not reasonably provide 
enablement for gene therapy probes. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the invention commensurate in scope with these claims. 
The claim is directed to a gene therapy probe. 

Facts that should be considered in determining whether a specification is 
enabling, or if it would require an undue amount of experimentation to practice the 
invention include: (1) the quantity of experimentation necessary to practice the 
invention, (2) the amount of direction or guidance presented, (3) the presence or 
absence of working examples, (4) the nature of the invention, (5) the state of the prior 
art, (6) the relative skill of those in the art, (7) the predictability or unpredictability of the 
art, and (8) the breadth of the claims. See In re Wands . 858 F.2d 731,737, 8 USPQ2d 
1400, 1403 (Fed. Cir. 1988). The Federal Circuit has noted, however, that only those 
factors that are relevant based on the facts need to be addressed. See Enzo Biochem. 
Inc. v. Calaene. Inc. 188 F.3d 1362, 1371, 52 USPQ2d 1129, 1135 (Fed. Cir 1999). 

Golomb et al (US Publication 2006/0051426) set forth that common problems 
encountered in gene therapy are "poor efficacy to integrate into the genome, or to be 
expressed at appropriate levels. In addition, response over the course of time is often 
poor." (See summary). This teaching directly addresses factors 1-2, and 4-8. 
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Furthermore, Applicants specification provides no working examples of effective 
gene therapy. This directly effects factors 1-3. 

Given the lack of guidance, unpredictable nature of the invention, and lack of 
working examples, one of skill in the art would be forced into undue experimentation to 
practice the instantly claimed invention. 

7. Claims 1-15 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The claims are vague and indefinite in the recitation of nucleotide "motifs." One 
of skill in the art would be unable to determine the metes and bounds of the claimed 
invention. For instance what structure is represented by the term "motif?" Similarly 
what structures would be excluded from the term? Without a clear definition as to the 
metes and bounds of the term "motif one of skill in the art would be unable to determine 
the metes and bounds of the term motif. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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8. Claims 1-3, and 6-15 rejected under 35 U.S.C. 102(b) as being anticipated by 
Fraser et al. 

The claims are directed to single stranded oligonucleotides chosen from among 
oligonucleotides comprising a sequence of at least 12 consecutive nucleotide motifs 
included in one of the sequences SEQ ID NO: 1-4. 

Fraser et al (WO 98/59034) disclose of polynucleotide sequences from the 
genome of Treponema pallidum. Fraser et al further disclose of a polynucleotide 
sequence comprising at least 12 consecutive nucleotides of the instantly filed SEQ ID 
NO: 1 . (See pages 41 9-431 , nucleotides 1 1 957-1 1 976). 



Double Patenting 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 



9. Claims 6, 10 and 1 5 are objected to under 37 CFR 1 .75 as being a substantial 
duplicate of claim 1 . When two claims in an application are duplicates or else are so 
close in content that they both cover the same thing, despite a slight difference in 
wording, it is proper after allowing one claim to object to the other as being a substantial 
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duplicate of the allowed claim. See MPEP § 706.03(k). Each of the recited claims are 
drawn to an oligonucleotide of the same structure, intended use of the molecule carries 
no patentable weight. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Navarro whose telephone number is (571) 272- 
0861. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on (571) 272-0864. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Mark Navarro 
Primary Examiner 
March 15, 2006 



